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Art Unit: 3761 

DETAILED ACTION 
Specification 

The specification is objected to as failing to provide proper antecedent basis for 
tine claimed subject matter. See 37 CFR 1 .75(d)(1) and IVIPEP § 608.01 (o). Correction 
of the following is required: the claims are directed to "A method of treating ischemia of 
a foot In a subject diagnosed with diabetic ischemia of the foot" as set forth in the 
preamble of the claims; however, the only recitation in the specification of treating an 
ischemic foot of a subject with diabetic ischemia of the foot is in the claims. 

Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using It, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1 and 2 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Claim 1 has been amended to recite that the 
method step of treating the blood is "by differentiallv removing" high molecular weight 
protein from the subject. The specification as originally filed does not support 
differentially removing proteins from the blood. Further, the specification as originally 
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filed does not provide a written desaiption that reasonably conveys what applicant 
encompasses the step of differentially removing. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claims 1 & 2 are rejected under 35 U.S.C. 103(a) as obvious over 
''Plasmapheresis in the treatment of critical degree ofischaemia in diabetic and 
angiopathies of lower extreniities" (Georgadze et al.) in view of Malchesky et al. 
(4,350,156). 

Georgadze et al. teaches that plasmapheresis may be used for the treatment of 
ischemia in the lower extremities of diabetics. It is disclosed that the plasmapheresis 
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corrects the biochemical and coagulation parameters of the blood and thereby 
preserves the extremity from amputation in most patients. Plasmapheresis will remove 
protein, as disclosed in the article (see chart & body of article). The treatment of blood 
via plasmapheresis as treatment for a person diagnosed with diabetic ischemia of the 
foot since the foot is met since a foot is obviously part of the lower extremity. Such 
treatment would be beneficial to preserve the foot from amputation. Georgadze et al. 
substantially teaches the invention as claimed, except for specifically teaching that the 
method to remove high molecular weight proteins and wherein the high molecular 
weight protein is lipoprotein cholesterol. 

Malchesky et al. teaches of plasmafiltration of blood for the removal of high 
molecular weight (for example 100,000 Daltons) such as cholesterol-lipid complexes 
(i.e. lipoprotein cholesterol). It would have been obvious to one at the time of the 
invention, since the procedures of plasmapheresis of blood and plasmafiltration of blood 
are analogous fields of endeavor, to modify the method of Georgadze et al. to 
specifically remove high molecular protein, such as lipoprotein cholesterol, as taught by 
Malchesky et al. if desired since both teach of removing protein from the blood to 
achieve a therapeutic result. 

Claims 1 & 2 are rejected under 35 U.S.C. 103(a) as obvious over "Seidel et al. 
(4,923,439) in view of Georgadze et al. {"Plasmapheresis in the treatment of critical 
degree ofischaemia in diabetic and angiopathies of lower extremities" ). Seidel et al. 
discloses an extracorporeal method and apparatus for removing low density lipoproteins 
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by using a plasma filter that precipitates low density lipoproteins from blood, thereby 
"differentially removing" the lipoproteins. Seidel et al. substantially teaches the 
invention as claimed, except for specifically teaching that the method to remove high 
molecular weight proteins is to treat a diabetic subject having ischemia of the foot. 

Georgadze et al. teaches that plasmapheresis may be used for the treatment of 
ischemia in the lower extremities of diabetics. It is well known that plasmapheresis is a 
technique that utilizes a filter to remove substances from the blood. It would have been 
obvious to one at the time of the invention, since the blood treatment procedures are 
analogous fields of endeavor, use the method of Seidel et al. to treat diabetic patients 
having ischemia of the foot, as taught Georgadze et al. to preserve the foot from 
amputation. 

Response to Arguments 

Applicant's arguments filed 7/10/06 directed to the Rejection under 35 U.S.C. § 
112, first paragraph have been fully considered but they are not persuasive. Applicant's 
arguments directed to the Rejection under 35 U.S.C. § 103 have been considered, and 
the rejection of Claim 1 as obvious over Georgadze et al. has been withdrawn. 

With respect to the Rejection under 35 U.S.C. § 1 12, first paragraph. Applicant 
argues that "differentially removing" refers to "high molecular weight proteins" and that 
the as-filed application teaches "several plasma differential separation techniques" 
throughout the specification. Further, Applicant argues that the use of "plasma 
differential filtration" is desaibed as passing plasma through a filter eliminating proteins 
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according to the pore size of the membranes, further stating that it is recognized in the 
art that pore size of a membrane is related to the molecular weight of a substance 
retained. Finally, Applicant argues that one of skill in the art would recognize that this 
application teaches the use of filters with pore sizes that differentially remove high 
molecular weight proteins. 

It is not clear that this differentially removing of high molecular weight proteins is 
only based on the pore size of a filter, since other methods of removing high molecular 
weigh protein may be used. It is also noted that Applicant also sets forth that "several 
plasma differential separation techniques" may remove high molecular weight protein in 
the specification. Furthermore, applicant does not give specific information on the filter 
pore sizes, but rather only gives examples of filters by trade names (see paragraph 
[0032]). Therefore, it does not preclude one from having to do undue experimentation 
to determine what constitutes how to "differentially" remove protein from the blood. 

In response to applicant's argument that there is no suggestion to combine the 
references Georgadze et al. and Malchesky, the examiner recognizes that obviousness 
can only be established by combining or modifying the teachings of the prior art to 
produce the claimed invention where there is some teaching, suggestion, or motivation 
to do so found either in the references themselves or in the knowledge generally 
available to one of ordinary skill in the art. See In re Fine, 837 F.2d 1071 , 5 
USPQ2d 1596 (Fed. Cir. 1988)and In re Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. 
Cir. 1992). In this case, both teach of plasmapheresis methods and are, therefore, from 
the same field of endeavor. 
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Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Lupien et al. (4,103,685) disclose methods of specifically, or differentially, 
removing lipoproteins. 

Davis, Jr. (6,551 ,266) discloses analogous methods, however, is not prior art 
since its effective filing date is after the effective filing date of the instant application. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patricia M. Bianco whose telephone number is (571 ) 

272- 4940. The examiner can normally be reached on Monday to Friday 9:00-6:30, 
alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zaiukaeva can be reached on (571 ) 272-1 115. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 



Application/Control Number: 10/649,968 



Pages 



Art Unit: 3761 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 
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